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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group II in the reply filed on November 
13, 2007 is acknowledged. 

Claims 2-5 and 7-17 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on November 13, 2007. 

Claims 1 and 6, in so far as they are directed to a human Hydin polynucleotide (SEQ ID 
NO: 14) are under examination in the instant office action. 

Specification 

2. It is noted that Sequence listing filed on January 24, 2008 contains two sequences, 
SEQ ID NO: 13 and SEQ ID NO: 14, which appear to be duplicates of each other. Clarification 
of what polynucleotide represented by SEQ ID NO: 13 is required. 

Claim Objections 

3. Claim 1 is objected to for reciting non-elected subject matter. Appropriate action 
is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 1 and 6 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to use the invention. 

Claims 1 and 6 encompass a novel isolated nucleic acid molecule of SEQ ID NO: 14, 
designated human Hydin, Hydrocephalus-associated gene (p. 1 of the instant specification). The 
instant polynucleotide is a predicted cDNA sequence of a human homolog of a mouse Hydin 
gene of SEQ ID NO: 1 (p. 9). The invention is based on discovery of "[a] new transgene-induced 
insertional mutation, OVE459, resulting in autosomal recessive hydrocephalus [...]. This 
mutation does not complement the spontaneous mutation hy3 and represents a new allele of this 
gene" (p. 8 of the specification). However, the information presented in the instant specification 
is limited to the disclosure of the experimental results obtained on transgenic mice with altered 
genotype within Hydin gene and provides no explanation as how to extrapolate that information 
to the human polynucleotide sequences, thus, requiring undue experimentation on part of one 
skilled in the art to research and discover how to use Applicant's invention, as currently claimed. 

The factors to be considered in determining whether a disclosure would require undue 
experimentation include (1) the quantity of experimentation necessary, (2) the amount of 
direction or guidance presented, (3) the presence or absence of working examples, (4) the nature 
of the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art and, (8) the breadth of the claims. In re Wands, 8 
USPQ2d, 1400 (CAFC 1988). 
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The nature of the invention is "the identification and characterization of the novel murine 
Hydin gene and corresponding human homolog sequences. The murine Hydin cDNA sequence is 
set out as SEQ ID NO: 1 and is 15769 bases and encompasses 87 exons. The murine Hydin gene 
is located on chromosome 8 and is an allele of the hy3 gene that was previously known in the art. 
In homozygous hy3/hy3 mice, which spontaneously generate congenital hydrocephalus, there is 
a frame shift mutation within exon 15 that results in a stop codon. This mutation is believed to be 
responsible for autosomal recessive congenital hydrocephalus" (pp. 8-9 of the instant 
specification). The specification further discloses OVE459 mutation within murine Hydin gene 
and presents experimental data related to OVE459 and hy3 transgenic mice and analysis of 
Hydin cDNA, Tables 2 and 3 at pp. 28 and 34-35. The information describing human Hydin 
polynucleotide is limited to the description of the predicted structure of the nucleic acid 
sequence, SEQ ID NO: 14, and a statement that, " [t]he present invention contemplates using the 
human Hydin gene and human Hydin polypeptide in a same or similar manner as described for 
the mouse Hydin sequences" (p. 44). 

The prior art does not recognize that finding specific mutations within murine genes can 
be directly extrapolated to human homologous sequences. The instant specification provides no 
factual evidence or a line of scientific reasoning to support a conclusion that experimental results 
obtained on transgenic mice are predictive of similar findings within human homologous 
polynucleotide. There appears to be no evidence of record presented in the instant specification 
that associates the instant polynucleotide of SEQ ID NO: 14 with any disease or disorder, 
including congenital hydrocephalus. 
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While the skill level in the art is high, the level of predictability is low. Mutations within 
polynucleotide sequences by definition represent unpredictable art. The sole working examples 
in the specification, as originally filed, pertain to the determination of the specific mutation 
within murine nucleic acid of Hydin gene and correlating the altered genotype of transgenic mice 
with autosomal recessive congenital hydrocephalus. While it is not necessary that Applicant 
understands or discloses the mechanism by which the invention functions, in this case, in the 
absence of such an understanding, no extrapolation can be made of the results obtained from 
transgenic mice to predicting human mutations of the homologous gene being associated with 
the similar pathology. 

A patent is granted for a completed invention, not the general suggestion of an idea and 
how that idea might be developed into the claimed invention. If mere plausibility were the test 
for enablement under section 1 12, applicants could obtain patent rights to "inventions" 
consisting of little more than respectable guesses as to the likelihood of their success. In the 
decision of Genentec, Inc, v. Novo Nordisk, 42 USPQ 2d 100,(CAFC 1997), the court held that: 
"[p]atent protection is granted in return for an enabling disclosure of an invention, not for vague 
intimations of general ideas that may or may not be workable" and that "[tjossing out the mere 
germ of an idea does not constitute enabling disclosure". The court further stated that "when 
there is no disclosure of any specific starting material or of any of the conditions under which a 
process is to be carried out, undue experimentation is required; there is a failure to meet the 
enablement requirements that cannot be rectified by asserting that all the disclosure related to 
the process is within the skill of the art", "[i]t is the specification, not the knowledge of one 
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skilled in the art, that must supply the novel aspects of an invention in order to constitute 
adequate enablement". 

The instant specification is not enabling because one cannot follow the guidance 
presented therein and use the claimed product without first making a substantial inventive 
contribution. 

Conclusion 

5. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chernyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey J. Stucker can be reached on (571) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Olga N. Chernyshev, Ph.D./ 
Primary Examiner, Art Unit 1649 



